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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 
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1)[>3 Responsive to communication(s) filed on 18 August 2007 . 
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DETAILED ACTION 

Claims 8, 9, 14, 15, 18, 19, 23, 24, and 26-24 are pending and under 
consideration. 

Claim Rejections - 35 USC § 112, Maintained 

Claims 8, 9, 14, 15, 18, 19, 23, 24, 26-24 remain rejected under 35 U.S.C. 1 12, 
first paragraph, as failing to comply with the enablement requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

The nature of the invention as drawn to a method of imaging of a gynecologic 
cancer using an monoclonal or polyclonal antibody which specifically binds to a native 
protein expressed by SEQ ID NO: 1 (base claim 8), wherein said antibody is labeled 
(claim 9), or method of delivering a derivatized antibody to a gynecologic cancer cell 
(claims 14, and 15) or gynecological tumor in vivo (claims 18 and 19), wherein claims 
23, 24, 26, 27 characterizes that the protein of the base claims to be protease with 
active domains, wherein claims 28-45 specifies various gynecologic cancer. 

Applicant argues that the claimed invention is drawn to method of targeting a 
native protein expressed by SEQ ID NO:l, and the Examiner's characterization of the 
specification as originally filed teach instant SEQ ID NO: 2 is encoded by SEQ ID NO: 1 
is incorrect, and a native protein encoded by the instant SEQ ID NO: 1 also 
encompasses the two proteins (one with 314 amino acids and 1081 amino acids 
proteins below). 
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Sequence 1: DEX0Q44.J 
Lengths 10B1(1„ 1081) 

Sequence 2: Q9Y6M0^TEST JiUMAN 
Lj^gths 314(1 »314) 




NOTESitscorc and expeet value are calculated based on the size of the nr database. 



Score e 670 bits (1728), Expect * 0,0 

Mentitiea * 314/114 (100%), Positives * 314/314 {100%) , Gaps = 0/314 (0%J 
Frame * 41 

Quary 4 0 UGftTO toLMUU^^ 2 19 

Query 220 LmSHVC&raLt^ 39S 

Sbjct 61 LWDSKVCGVSLLSHKVsJA^^ 120 

Query 400 VSOTYLSPRYl^OTDftft^ $79 

vsfinreLSPRYi/mspmjaw^^ 

Sbjct 121 VSHXyLSPR¥fcGN3PYMALVKE^^ 180 

Query 5 a o mBJU&spimiQevavAZ 759 

Sb j c-t 181 EDEALPSPHnQEVWAlXimSICNKLPLKy SFRKDX FCDMVC AG^QaOKDACFGDSGG 340 



Query 760 putctnaraiOTQi^ 939 

j c t 241 PUCgHOIGU^ GKHTOf IQIO*HAQSat4SQPDPSWPLL 300 

y 940 PPPI&ttJftPLX&PV 981 
PF.pyLiWALPX.U3PV 
Sbjct 301 PFFLLMI&p&LGPV 514 




CPU time: 0.06 user sees. 0.02 sys. eeca ft. 06 total sees. 
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Applicant's arguments have been fully considered but found unpersuasive. The 
specification as originally filed does not teach any protein having 314 amino acid 
residues or 1081 amino acids. The sequence listing part of the specification has 3 
SEQ ID Nos. None of them is 314 amino acids proteins. If the term "a native protein 
encoded by SEQ ID NO: 1" is a genus encompassing all three (i.e. 314, 317, and 1081), 
then the specification is enabled for the genus, not the other two species, (314 and 
1081 amino acids proteins). The genus could not be enable the two species in this 
case because the specific protein structures should have known in order for the 
specification to be a enabling disclosure. 

As stated before in the two previous Office actions, Aloj et al., (2002, 
Biopolymers. Vol. 66, pages 370-80) teach that in order to target specific molecules 
inside the body using radiopharmaceuticals such as a radioisotope-labeled antibody, 
several parameters have to be considered: (1) the target protein should be over- 
expressed in cancer to be imaged; (2) a radiopharmaceutical should be tested to see 
whether said radiopharmaceutical specifically binds to the in vivo target in vivo; (3) how 
the unbound radiopharmaceutical is cleared for minimizing unwanted high background 
(note the abstract, and pages 372-373). The instant specification has failed to teach 
with a reasonable certainty that the protein encoded by SEQ ID NO:1 is a gynecologic 
cancer antigen while the art (see Hooper et al., above) suggests that the protein 
encoded by SEQ ID NO:1 is a tumor suppressor. Low et al., (1995, Radiology, vol. 195, 
pages 391-400) also teach that in order to image an ovarian cancer (a species of a 
gynecologic cancer), selection of an antibody that specially binds to an ovarian cancer- 
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associated antigen, is the first necessary step (see page 391 middle column; the 
authors selected an antibody targeting Tag-72, a previously known ovarian cancer 
antigen). Low et al., further teach accuracy of imaging using an antibody directed to a 
cancer antigen has to be evaluated against other known cancer detection methods such 
as histology or pathology (note page 393 under the heading "Pathologic Proof, and 
Table 3 at page 396). Likewise, Krag et al., (1993, Arch. Surg. Vol. 128, pages 819-23) 
teach method of imaging an ovarian cancer using a radio-labeled (i.e. indium 111- 
labeled) CYT-103 monoclonal antibody requires selection of an antibody capable of 
binding to an antigen that is over-expressed in an ovarian cancer (see page 820 under 
the heading "Patients, Materials, and Methods"). 

Considering the unpredictable state of art, limited guidance, no examples in the 
specification how to use the instantly claimed invention, broad breath of the claims, it is 
concluded that undue experimentation is required to practice the invention. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU whose telephone number is 571-272-0839. 
The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shanon Foley can be reached on 571-272-0898. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MISOOK YU 
Primary Examiner 
Art Unit 1642 

/Misook Yu/ 



